§558.360

liquid Type B feeds stored in mechan-
ical, air, or other agitation-type tank
systems are: Agitate immediately prior
to use for not less than 10 minutes, cre-
ating a turbulence at the bottom of the
tank that is visible at the top. Agitate
daily, as directed in this paragraph,
even when Type B feed is not used. The
liquid Type B feed must bear directions
to mix thoroughly with grain and/or
roughage prior to feeding and must
bear caution statement as follows: In-
adequate mixing (recirculation or agi-
tation), of liquid Type B feeds has re-
sulted in increased monensin con-
centration which could be fatal to
goats.

(2) An approved positionally stable
monensin liquid Type B feed will not be
subject to the requirements for mixing
directions and cautionary labeling pre-
scribed in paragraph (£)(6)(i)(b)(I) of
this section. A manufacturer may se-
cure approval of a positionally stable
liquid Type B feed by (i) either filing
an NADA for the product or by estab-
lishing a master file containing data to
support the stability of its product; (ii)
authorizing the agency to reference
and rely upon the data in the master
file to support approval of a supple-
mental NADA to establish positional
stability; and (iii) requesting No. 000986
in §510.600(c) of this chapter to file a
supplemental NADA to provide for the
use of its monensin Type A article in
the manufacture of the liquid Type B
feed specified in the appropriate mas-
ter file. If the data demonstrate the
stability of the liquid Type B feed de-
scribed in the master file, the agency
will approve the supplemental NADA.
Approval of the Type B feed need not
be published in the FEDERAL REGISTER
because approval will not affect or
alter the content of the regulation. The
approval will, however, provide a basis
for the individual liquid feed manufac-
turer to submit, and for the agency to
approve, a medicated feed application
under section 512(m) of the act for the
liquid Type B feed. A manufacturer
who seeks to market a positionally un-
stable monensin liquid Type B feed
with mixing directions different from
the standard established in paragraph
()(6)([1)(b)(I) of this section may also
follow this procedure.

(ii) [Reserved]
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(7) Monensin may also be used in
combination with decoquinate alone or
with tylosin as in §558.195.

[40 FR 13959, Mar. 27, 1975]

EDITORIAL NOTE: For FEDERAL REGISTER ci-
tations affecting §558.355, see the List of CFR
Sections Affected, which appears in the
Finding Aids section of the printed volume
and on GPO Access.

§558.360 Morantel tartrate.

(a) Approvals. Type A medicated arti-
cles: 88 grams per pound to 066104 in
§510.600(c) of this chapter.

(b) Related tolerances. See §556.425 of
this chapter.

(c) Special considerations. (1) Do not
use in Type B or Type C medicated
feeds containing bentonite.

(2) Consult your veterinarian before
using in severely debilitated animals
and for assistance in the diagnosis,
treatment, and control of parasitism.

(d) Conditions of use—(1) Amount. 0.44
to 4.4 grams of morantel tartrate per
pound of feed.

(2) Indications for use—(i) Cattle. For
removal and control of mature gastro-
intestinal nematode infections of cat-
tle including stomach worms
(Haemonchus spp., Ostertagia  spp.,
Trichostrongylus spp.), worms of the
small intestine (Cooperia spp.,
Trichostrongylus spp., Nematodirus spp.),
and worms of the large intestine
(Oesophagostomum radiatum).

(ii) Goats. For removal and control of
mature gastrointestinal nematode in-
fections of goats including Haemonchus
contortus, Ostertagia (Teladorsagia)
circumcincta, and Trichostrongylus azxei.

(3) Limitations. Feed as a single thera-
peutic treatment at 0.44 gram of
morantel tartrate per 100 pounds of
body weight. Fresh water should be
available at all times. When medicated
feed is consumed, resume normal feed-
ing. Conditions of constant worm expo-
sure may require retreatment in 2 to 4
weeks. Do not treat cattle within 14
days of slaughter; do not treat goats
within 30 days of slaughter.

[46 FR 50950, Oct. 16, 1981, as amended at 47
FR 53352, Nov. 26, 1982; 51 FR 7399, Mar. 3,
1986; 51 FR 9005, Mar. 17, 1986; 52 FR 11642,
Apr. 10, 1987; 59 FR 17922, Apr. 15, 1994; 66 FR
47963, Sept. 17, 2001]
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